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(1) Third party recoveries. The provi-
sions of §199.12 shall apply to the
CHCBP as they do to TRICARE Stand-
ard.

(m) Provider reimbursement methods.
The provisions of §199.14 shall apply to
the CHCBP as they do to TRICARE
Standard.

(n) Quality and Utilication Review Peer
Review Organization Program. The pro-
visions of §199.15 shall apply to the
CHCBP as they do to TRICARE Stand-
ard.

(0) Preferred provider organization pro-
grams available. Any preferred provider
organization program under this part
that provides for reduced cost sharing
for using designated providers, such as
the “TRICARE Extra’® option under
§199.17, shall be available to partici-
pants in the CHCBP as it is to
TRICARE Standard beneficiaries.

(p) Special programs not applicable—(1)
In general. Special programs estab-
lished under this Part that are not part
of the TRICARE Standard program es-
tablished pursuant to 10 U.S.C. 1079 and
1086 are not, unless specifically pro-
vided in this section, available to par-
ticipants in the CHCBP.

(2) Examples. The special programs re-
ferred to in paragraph (p)(1) of this sec-
tion include but are not limited to:

(i) The Extended Care Health Option
under §199.5;

(ii) The TRICARE Dental Program or
Retiree Dental Program under §199.13
and 199.22 respectively;

(iii) The Supplemental Health Care
Program under §199.16;

(iv) The TRICARE Program under
§199.17, except for TRICARE Standard
and Extra programs under that section;
and

(v) The Uniform HMO benefit under
§199.18.

(@) Premiums—(1) Rates. Premium
rates will be established by the Assist-
ant Secretary of Defense (Health Af-
fairs) for two rate groups—individual
and family. Eligible beneficiaries will
select the level of coverage they re-
quire at the time of initial enrollment
(either individual or family) and pay
the appropriate premium payment. The
rates are based on Federal Employees
Health Benefits Program employee and
agency contributions required for a
comparable health benefits plan, plus
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an administrative fee. The administra-
tive fee, not to exceed ten percent of
the basic premium amount, shall be de-
termined based on actual expected ad-
ministrative costs for administration
of the program. Premiums may be re-
vised annually and shall be published
when the premium amount is changed.
Premiums will be paid by enrollees
quarterly.

(2) Effects of failure to make premium
payments. Failure by enrollees to sub-
mit timely and proper premium pay-
ments will result in denial of continued
enrollment and denial of payment of
medical claims. Premium payments
that are late thirty (30) days or more
past the start of the quarter for which
payment is due will result in the termi-
nation of beneficiary enrollment. Bene-
ficiaries denied continued enrollment
due to lack of premium payments will
not be allowed to reenroll. In such a
case, benefit coverage will cease at the
end of the ninety (90) day period for
which a premium payment was re-
ceived. Enrollees will be held liable for
medical costs incurred after losing eli-
gibility.

(r) Procedures. The Director,
TRICARE Management Activity, may
establish other rules and procedures for
the administration of the CHCBP.

[76 FR 57639, Sept. 16, 2011]

§199.21 TRICARE Pharmacy Benefits
Program.

(a) General—(1) Statutory authority.
Title 10, U.S. Code, Section 1074g re-
quires that the Department of Defense
establish an effective, efficient, inte-
grated pharmacy benefits program for
the Military Health System. This law
is independent of a number of sections
of Title 10 and other laws that affect
the benefits, rules, and procedures of
TRICARE, resulting in changes to the
rules otherwise applicable to TRICARE
Prime, Standard, and Extra.

(2) Pharmacy benefits program. (1) Ap-
plicability. The pharmacy benefits pro-
gram, which includes the uniform for-
mulary and its associated tiered co-
payment structure, is applicable to all
of the uniformed services. Geographi-
cally, except as specifically provided in
paragraph (a)(2)(ii) of this section, this
program is applicable to all 50 states
and the District of Columbia, Guam,
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Puerto Rico, and the Virgin Islands. In
addition, if authorized by the Assistant
Secretary of Defense (Health Affairs)
(ASD(HA)), the TRICARE pharmacy
benefits program may be implemented
in areas outside the 50 states and the
District of Columbia, Guam, Puerto
Rico, and the Virgin Islands. In such
case, the ASD (HA) may also authorize
modifications to the pharmacy benefits
program rules and procedures as may
be appropriate to the area involved.

(ii) Applicability exception. The phar-
maceutical benefit under the TRICARE
smoking cessation program under
§199.4(e)(30) is available to TRICARE
beneficiaries who are not entitled to
Medicare benefits authorized under
Title XVIII of the Social Security Act.
Except as noted in §199.4(e)(30), the
smoking cessation program, including
the pharmaceutical benefit, is not ap-
plicable or available to beneficiaries
who reside overseas, including the U. S.
territories of Guam, Puerto Rico, and
the Virgin Islands, except that under
the authority of §199.17 active duty
service members and active duty de-
pendents enrolled in TRICARE Prime
residing overseas, including the U. S.
territories of Guam, Puerto Rico, and
the Virgin Islands, shall have access to
smoking cessation pharmaceuticals
through either an MTF or the TMOP
program where available.

(8) Uniform formulary. The pharmacy
benefits program features a uniform
formulary of pharmaceutical agents as
defined in §199.2.

(i) The uniform formulary will assure
the availability of pharmaceutical
agents in the complete range of thera-
peutic classes authorized as basic pro-
gram benefits.

(ii) As required by 10 TU.S.C.
1074g(a)(2) and implemented under the
procedures established by paragraphs
(e) and (f) of this section, pharma-
ceutical agents in each therapeutic
class are selected for inclusion on the
uniform formulary based upon the rel-
ative clinical effectiveness and cost ef-
fectiveness of the agents in such class.
If a pharmaceutical agent in a thera-
peutic class is determined by the De-
partment of Defense Pharmacy and
Therapeutics Committee not to have a
significant, clinically meaningful
therapeutic advantage in terms of safe-
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ty, effectiveness, or clinical outcome
over other pharmaceutical agents in-
cluded on the uniform formulary, the
Committee may recommend it be clas-
sified as a non-formulary agent. In ad-
dition, if the evaluation by the Phar-
macy and Therapeutics Committee
concludes that a pharmaceutical agent
in a therapeutic class is not cost effec-
tive relative to other pharmaceutical
agents in that therapeutic class, con-
sidering costs, safety, effectiveness,
and clinical outcomes, the Committee
may recommend it be classified as a
non-formulary agent.

(iii) Pharmaceutical agents which
are used exclusively in medical treat-
ments or procedures that are expressly
excluded from the TRICARE benefit by
statute or regulation will not be con-
sidered for inclusion on the uniform
formulary. Excluded pharmaceutical
agents shall not be available as non-
formulary agents, nor will they be
cost-shared under the TRICARE phar-
macy benefits program.

(b) Definitions. For most definitions
applicable to the provisions of this sec-
tion, refer to §199.2. The following defi-
nitions apply only to this section:

(1) Clinically necessary. Also referred
to as clinical necessity. Sufficient evi-
dence submitted by a beneficiary or
provider on behalf of the beneficiary
that establishes that one or more of
the following conditions exist: The use
of formulary pharmaceutical agents is
contraindicated; the patient experi-
ences significant adverse effects from
formulary pharmaceutical agents in
the therapeutic class, or is likely to ex-
perience significant adverse effects
from formulary pharmaceutical agents
in the therapeutic class; formulary
pharmaceutical agents result in thera-
peutic failure, or the formulary phar-
maceutical agent is likely to result in
therapeutic failure; the patient pre-
viously responded to a non-formulary
pharmaceutical agent and changing to
a formulary pharmaceutical agent
would incur an unacceptable clinical
risk; or there is no alternative pharma-
ceutical agent on the formulary.

(2) Therapeutic class. A group of phar-
maceutical agents that are similar in
chemical structure, pharmacological
effect, and/or clinical use.
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(c) Department of Defense Pharmacy
and Therapeutics Committee—(1) Purpose.
The Department of Defense Pharmacy
and Therapeutics Committee is estab-
lished by 10 U.S.C. 1074g to assure that
the selection of pharmaceutical agents
for the uniform formulary is based on
broadly representative professional ex-
pertise concerning relative clinical and
cost effectiveness of pharmaceutical
agents and accomplishes an effective,
efficient, integrated pharmacy benefits
program.

(2) Composition. As required by 10
U.S.C. 1074g(b), the committee includes
representatives of pharmacies of the
uniformed services facilities and rep-
resentatives of providers in facilities of
the uniformed services. Committee
members will have expertise in treat-
ing the medical needs of the popu-
lations served through such entities
and in the range of pharmaceutical and
biological medicines available for
treating such populations.

(3) Executive Council. The Pharmacy
and Therapeutics Committee may have
an Executive Council, composed of
those voting and non-voting members
of the Committee who are military or
civilian employees of the Department
of Defense. The function of the Execu-
tive Council is to review and analyze
issues relating to the operation of the
uniform formulary, including issues of
an inherently governmental nature,
procurement sensitive information,
and matters affecting military readi-
ness. The Executive Council presents
information to the Pharmacy and
Therapeutics Committee, but is not au-
thorized to act for the Committee.

(d) Uniform Formulary Beneficiary Ad-
visory Pamnel. As required by 10 U.S.C.
1074g(c), a Uniform Formulary Bene-
ficiary Advisory Panel reviews and
comments on the development of the
uniform formulary. The Panel includes
members that represent non-govern-
mental organizations and associations
that represent the views and interests
of a large number of eligible covered
beneficiaries, contractors responsible
for the TRICARE retail pharmacy pro-
gram, contractors responsible for the
TRICARE mail-order pharmacy pro-
gram, and TRICARE network pro-
viders. The panel will meet after each
Pharmacy and Therapeutics Com-
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mittee quarterly meeting. The Panel’s
comments will be submitted to the Di-
rector, TRICARE Management Activ-
ity. The Director will consider the
comments before implementing the
uniform formulary or any rec-
ommendations for change made by the
Pharmacy and Therapeutics Com-
mittee. The Panel will function in ac-
cordance with the Federated Advisory
Committee Act (b U.S.C. App. 2).

(e) Determinations regarding relative
clinical and cost effectiveness for the se-
lection of pharmaceutical agents for the
uniform formulary—(1) Clinical effective-
ness. (i) It is presumed that pharma-
ceutical agents in a therapeutic class
are clinically effective and should be
included on the uniform formulary un-
less the Pharmacy and Therapeutics
Committee finds by a majority vote
that a pharmaceutical agent does not
have a significant, clinically meaning-
ful therapeutic advantage in terms of
safety, effectiveness, or clinical out-
come over the other pharmaceutical
agents included on the uniform for-
mulary in that therapeutic class. This
determination is based on the collec-
tive professional judgment of the DoD
Pharmacy and Therapeutics Com-
mittee and consideration of pertinent
information from a variety of sources
determined by the Committee to be
relevant and reliable. The DoD Phar-
macy and Therapeutics Committee has
discretion based on its collective pro-
fessional judgment in determining
what sources should be reviewed or re-
lied upon in evaluating the clinical ef-
fectiveness of a pharmaceutical agent
in a therapeutic class.

(ii) Sources of information may in-
clude but are not limited to:

(A) Medical and pharmaceutical text-
books and reference books;

(B) Clinical literature;

(C) U.S. Food and Drug Administra-
tion determinations and information;

(D) Information from pharmaceutical
companies;

(E) Clinical practice guidelines, and

(F) Expert opinion.

(iii) The DoD Pharmacy and Thera-
peutics Committee will evaluate the
relative clinical effectiveness of phar-
maceutical agents within a therapeutic
class by considering information about
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their safety, effectiveness, and clinical
outcome.

(iv) Information considered by the
Committee may include but is not lim-
ited to:

(A) U.S. Food and Drug Administra-
tion approved and other studied indica-
tions;

(B) Pharmacology;

(C) Pharmacokinetics;

(D) Contraindications;

(E) Warnings/precautions;

(F) Incidence and severity of adverse
effects;

(G) Drug to drug, drug to food, and
drug to disease interactions;

(H) Availability, dosing, and method
of administration;

(I) Epidemiology and relevant risk
factors for diseases/conditions in which
the pharmaceutical agents are used;

(J) Concomitant therapies;

(K) Results of safety and efficacy
studies;

(L) Results of effectiveness/clinical
outcomes studies, and

(M) Results of meta-analyses.

(2) Cost effectiveness. (i) In consid-
ering the relative cost effectiveness of
pharmaceutical agents in a therapeutic
class, the DoD Pharmacy and Thera-
peutics Committee shall evaluate the
costs of the agents in relation to the
safety, effectiveness, and clinical out-
comes of the other agents in the class.

(ii) Information considered by the
Committee concerning the relative
cost effectiveness of pharmaceutical
agents may include but is not limited
to:

(A) Cost of the pharmaceutical agent
to the Government;

(B) Impact on overall medical re-
source utilization and costs;

(C) Cost-efficacy studies;

(D) Cost-effectiveness studies;

(BE) Cross-sectional or retrospective
economic evaluations;

(F) Pharmacoeconomic models;

(G) Patent expiration dates;

(H) Clinical practice guideline rec-
ommendations, and

(I) Existence of existing or proposed
blanket purchase agreements, incen-
tive price agreements, or contracts.

(f) Evaluation of pharmaceutical agents
for determinations regarding inclusion on
the uniform formulary. The DoD Phar-
macy and Therapeutics Committee will
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periodically evaluate or re-evaluate in-
dividual pharmaceutical agents and
therapeutic classes of pharmaceutical
agents for determinations regarding in-
clusion or continuation on the uniform
formulary. Such evaluation or re-eval-
uation may be prompted by a variety
of circumstances including, but not
limited to:

(1) Approval of a new pharmaceutical
agent by the U.S. Food and Drug Ad-
ministration;

(2) Approval of a new indication for
an existing pharmaceutical agent;

(3) Changes in the clinical use of ex-
isting pharmaceutical agents;

(4) New information concerning the

safety, effectiveness or clinical out-
comes of existing pharmaceutical
agents;

(5) Price changes;

(6) Shifts in market share;

(7) Scheduled review of a therapeutic
class; and

(8) Requests from Pharmacy and
Therapeutics Committee members,
military treatment facilities, or other
Military Health System officials.

(g) Administrative procedures for estab-
lishing and maintaining the uniform for-
mulary—(Q1) Pharmacy and Therapeutics
Committee determinations. Determina-
tions of the Pharmacy and Thera-
peutics Committee are by majority
vote and recorded in minutes of Com-
mittee meetings. The minutes set forth
the determinations of the committee
regarding the pharmaceutical agents
selected for inclusion in the uniform
formulary and summarize the reasons
for those determinations. For any
pharmaceutical agent (including main-
tenance medications) for which a rec-
ommendation is made that the status
of the agent be changed from the for-
mulary tier to the non-formulary tier
of the uniform formulary, or that the
agent requires a pre-authorization, the
Committee shall also make a rec-
ommendation as to effective date of
such change that will not be longer
than 180 days from the final decision
date but may be less. The minutes will
include a record of the number of mem-
bers voting for and against the Com-
mittee’s action.

(2) Beneficiary Advisory Panel. Com-
ments and recommendations of the
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Beneficiary Advisory Panel are re-
corded in minutes of Panel meetings.
The minutes set forth the comments
and recommendations of the Panel and
summarize the reasons for those com-
ments and recommendations. The min-
utes will include a record of the num-
ber of members voting for or against
the Panel’s comments and rec-
ommendations.

(3) Uniform formulary final decisions.
The Director of the TRICARE Manage-
ment Activity makes the final DoD de-
cisions regarding the uniform for-
mulary. Those decisions are based on
the Director’s review of the final deter-
minations of the Pharmacy and Thera-
peutics Committee and the comments
and recommendations of the Bene-
ficiary Advisory Panel. No pharma-
ceutical agent may be designated as
non-formulary on the uniform for-
mulary unless it is preceded by such
recommendation by the Pharmacy and
Therapeutics Committee. The decisions
of the Director of the TRICARE Man-
agement Activity are in writing and es-
tablish the effective date(s) of the uni-
form formulary actions.

(4) Transition to the Uniform For-
mulary. Beginning in Fiscal Year 2005,
under an updated charter for the DoD
P&T Committee, the committee shall
meet at least quarterly to review
therapeutic classes of pharmaceutical
agents and make recommendations
concerning which pharmaceutical
agents should be on the Uniform For-
mulary, the Basic Care Formulary
(BCF), and Extended Core Formulary
(ECF). The P&T Committee will review
the classes in a methodical, but expedi-
tious manner. During the transition
period from the previous methodology
of formulary management involving
only the MTFs and the TMOP Pro-
gram, previous decisions by the prede-
cessor DoD P&T Committee concerning
MTF and Mail Order Pharmacy Pro-
gram formularies shall continue in ef-
fect. As therapeutic classes are re-
viewed under the new formulary man-
agement process, the processes estab-
lished by this section shall apply.

(h) Obtaining pharmacy services under
the retail network pharmacy benefits pro-
gram. —(1) Points of service. There are
four outpatient pharmacy points of
service:

§199.21

(i) Military Treatment Facilities
(MTFs);

(ii) Retail mnetwork pharmacies:
Those are non-MTF pharmacies that
are a part of the network established
for TRICARE retail pharmacy services;

(iii) Retail non-network pharmacies:
Those are non-MTF pharmacies that
are not part of the network established
for TRICARE retail pharmacy services,
and

(iv) the TRICARE Mail Order Phar-
macy (TMOP).

(2) Availability of formulary pharma-
ceutical agents—(i) General. Subject to
paragraphs (h)(2)(ii) and (h)(2)(iii) of
this section, formulary pharmaceutical
agents are available under the Phar-
macy Benefits Program from all points
of service identified in paragraph (h)(1)
of this section.

(i1) Awailability of formulary pharma-
ceutical agents at military treatment fa-
cilities (MTF). Pharmaceutical agents
included on the uniform formulary are
available through facilities of uni-
formed services, consistent with the
scope of health care services offered in
such facilities and additional deter-
minations by the P&T Committee of
the relative clinical effectiveness and
cost effectiveness, based on costs to the
Program associated with providing the
agents to beneficiaries. The BCF is a
subset of the uniform formulary and is
a mandatory component of formularies
at all full-service MTF pharmacies.
The BCF contains the minimum set of
pharmaceutical agents that each full-
service MTF pharmacy must have on
its formulary to support the primary
care scope of practice for Primary Care
Manager enrollment sites. Limited-
service MTF pharmacies (e.g., spe-
cialty pharmacies within an MTF or
pharmacies servicing only active duty
military members) are not required to
include the entire BCF on their
formularies, but may limit their
formularies to those BCF agents appro-
priate to the needs of the patients they
serve. An ECF may list preferred
agents in drug classes other than those
covered by the BCF. Among BCF and
ECF agents, individual MTF
formularies are determined by local
P&T Committees based on the scope of
health care services provided at the re-
spective MTFs. All pharmaceutical
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agents on the local formulary of full-
service MTF pharmacies must be avail-
able to all categories of beneficiaries.

(iii) Pharmaceutical agents pre-
scribed for smoking cessation are not
available for coverage when obtained
through a retail pharmacy. This in-
cludes network and non-network retail
pharmacies.

(3) Availability of non-formulary phar-
maceutical agents—(i) General. Non-for-
mulary pharmaceutical agents are gen-
erally available under the pharmacy
benefits program from the retail net-
work pharmacies, retail non-network
pharmacies, and the TRICARE Mail
Order Pharmacy (TMOP) at the non-
formulary cost-share.

(ii) Awailability of non-formulary phar-
maceutical agents at military treatment
facilities. Although not a beneficiary
entitlement, non-formulary pharma-
ceutical agents may be made available
to eligible covered beneficiaries
through the MTF pharmacies for pre-
scriptions approved through the non-
formulary special order process that
validates the medical necessity for use
of the non-formulary pharmaceutical
agent.

(iii) Awailability of clinically appro-
priate  non-formulary  pharmaceutical
agents to members of the Uniformed Serv-
ices. The pharmacy benefits program is
required to assure the availability of
clinically appropriate pharmaceutical
agents to members of the uniformed
services, including, where appropriate,
agents not included on the uniform for-
mulary. Clinically appropriate pharma-
ceutical agents will be made available
to members of the Uniformed Services,
including, where medical necessity has
been validated, agents not included on
the uniform formulary. MTFs shall es-
tablish procedures to evaluate the clin-
ical necessity of prescriptions written
for members of the uniformed services
for pharmaceutical agents not included
on the uniform formulary. If it is de-
termined that the prescription is clini-
cally necessary, the MTF will provide
the pharmaceutical agent to the mem-
ber.

(iv) Awvailability of clinically appro-
priate pharmaceutical agents to other eli-
gible beneficiaries at retail pharmacies or
the TMOP. Eligible beneficiaries will
receive non-formulary pharmaceutical
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agents at the formulary cost-share
when medical necessity has been estab-
lished by the beneficiary and/or his/her
provider. The peer review provisions of
§199.15 shall apply to the clinical neces-
sity pre-authorization determinations.
TRICARE may require that the time
for review be expedited under the phar-
macy benefits program.

(4) Availability of wvaccines/immuniza-
tions. This paragraph (h)(4) applies to
the following three immunizations:
HIN1 vaccine, seasonal influenza vac-
cine, and pneumococcal vaccine. A re-
tail network pharmacy may be an au-
thorized provider under the Pharmacy
Benefits Program when functioning
within the scope of its state laws to
provide authorized vaccines/immuniza-
tions to an eligible beneficiary. The
Pharmacy Benefits Program will cover
the vaccine and its administration by
the retail network pharmacy, including
administration by pharmacists who
meet the applicable requirements of
state law to administer the vaccine. A
TRICARE authorized vaccine/immuni-
zation includes vaccines/immuniza-
tions authorized as preventive care
under the basic program benefits of
§199.4 of this Part, as well as such care
authorized for Prime enrollees under
the uniform HMO benefit of section
199.18. For Prime enrollees under the
uniform HMO benefit, a referral is not
required under paragraph (n)(2) of
§199.18 for preventive care vaccines/im-
munizations received from a retail net-
work pharmacy that is a TRICARE au-
thorized provider. Any additional poli-
cies, instructions, procedures, and
guidelines appropriate for implementa-
tion of this benefit may be issued by
the TMA Director, or designee.

(i) Cost-sharing requirements under the
pharmacy benefits program—(1) General.
Under 10 U.S.C. 1074g(a)(6), cost-sharing
requirements are established in this
section for the pharmacy benefits pro-
gram independent of those established
under other provisions of this Part.
Cost-shares under this section partially
defray government costs of admin-
istering the pharmacy benefits pro-
gram when collected by the govern-
ment for prescriptions dispensed
through the retail network pharmacies
or the TRICARE Mail Order Pharmacy.

352



Office of the Secretary of Defense

The higher cost-share paid for prescrip-
tions dispensed by a non-network retail
pharmacy is established to encourage
the use of the most economical venue
to the government. Cost-sharing re-
quirements are based on the classifica-
tion of a pharmaceutical agent as ge-
neric, formulary, or non-formulary, in
conjunction with the point of service
from which the agent is acquired.

(2) Cost-sharing amounts. Active duty
members of the uniformed services do
not pay cost-shares. For other cat-
egories of beneficiaries, cost-sharing
amounts are as follows:

(i) For pharmaceutical agents ob-
tained from a military treatment facil-
ity, there is no co-payment.

(ii) For pharmaceutical agents ob-
tained from a retail network pharmacy
there is a:

(A) $9.00 co-payment per prescription
required for up to a 30-day supply of a
formularly pharmaceutical agent.

(B) $3.00 co-payment per prescription
for up to a 30-day supply of a generic
pharmaceutical agent.

(C) $22.00 co-payment per prescription
for up to a 30-day supply of a non-for-
mulary pharmaceutical agent.

(D) $0.00 co-payment for vaccines/im-
munizations authorized as preventive
care for eligible beneficiaries.

(iii) For formulary and generic phar-
maceutical agents obtained from a re-
tail non-network pharmacy there is a
20 percent or $9.00 co-payment (which-
ever is greater) per prescription for up
to a 30-day supply of the pharma-
ceutical agent.

(iv) For non-formulary pharma-
ceutical agents obtained at a retail
non-network pharmacy there is a 20
percent or $22.00 co-payment (which-
ever is greater) per prescription for up
to a 30-day supply of the pharma-
ceutical agent.

(v) For pharmaceutical agents ob-
tained under the TMOP program there
is a:

(A) $9.00 co-payment per prescription
for up to a 90-day supply of a formulary
pharmaceutical agent.

(B) $3.00 co-payment for up to a 90-
day supply of a generic pharmaceutical
agent.

(C) $22.00 co-payment for up to a 90-
day supply of a non-formulary pharma-
ceutical agent.
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(D) $0.00 co-payment for smoking ces-
sation pharmaceutical agents covered
under the smoking cessation program.

(vi) For TRICARE Prime bene-
ficiaries who obtain prescriptions from
retail non-network pharmacies, the en-
rollment year deductible for outpatient
claims is $300 per individual; $600 per
family; and a point of service cost-
share of 50 percent thereafter applies in
lieu of the 20 percent co-payment.

(vii) Except as provided in paragraph
(h)(2)(viii) of this section, for pharma-
ceutical agents acquired by TRICARE
Standard beneficiaries from retail non-
network pharmacies, beneficiaries are
subject to the $150.00 per individual or
$300.00 maximum per family annual fis-
cal year deductible.

(viii) Under TRICARE Standard, de-
pendents of members of the uniformed
services whose pay grade is E-4 or
below are subject to the $50.00 per
indiviudal or $100.00 maximum per fam-
ily annual fiscal year deductible.

(ix) The TRICARE catastrophic cap
limits apply to pharmacy benefits pro-
gram cost-sharing.

(x) The per prescription co-payments
established in this paragraph (i)(2) of
this section may be adjusted periodi-
cally based on experience with the uni-
form formulary, changes in economic
circumstances, and other appropriate
factors. Any such adjustment may be
made upon the recommendation of the
Pharmacy and Therapeutics Com-
mittee and approved by the Assistant
Secretary of Defense (Health Affairs).
Any such adjusted amount will main-
tain compliance with the requirements
of 10 U.S.C. 1074g(a)(6).

(xi) For a Medicare-eligible bene-
ficiary, the cost-sharing requirements
may not be in excess of the cost-shar-
ing requirements applicable to all
other beneficiaries covered by 10 U.S.C.
1086.

(3) Special cost-sharing rule when there
is a clinical necessity for use of a non-for-
mulary pharmaceutical agent. (i) When
there is a clinical necessity for the use
of a mnon-formulary pharmaceutical
agent that is not otherwise excluded as
a covered benefit, the pharmaceutical
agent will be provided at the same co-
payment as a formulary pharma-
ceutical agent can be obtained.
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(ii) A clinical necessity for use of a
non-formulary pharmaceutical agent is
established when the beneficiary or
their provider submits sufficient infor-
mation to show that one or more of the
following conditions exist:

(A) The use of formualry pharma-
ceutical agents is contraindicated;

(B) The patient experiences signifi-
cant adverse effects from formulary
pharmaceutical agents, or the provider
shows that the patient is likely to ex-
perience significant adverse effects
from formulary pharmaceutical agents;

©) Formulary pharmaceutical
agents result in therapeutic failure, or
the provider shows that the formulary
pharmaceutical agent is likely to re-
sult in therapeutic failure;

(D) The patient previously responded
to a non-formulary pharmaceutical
agent and changing to a formulary
pharmaceutical agent would incur un-
acceptable clinical risk; or

(E) There is no alternative pharma-
ceutical agent on the formulary.

(iii) Information to establish clinical
necessity for use of a non-formulary
pharmaceutical agent should be pro-
vided to TRICARE for prescriptions
submitted to a retail network phar-
macy.

(iv) Information to establish clinical
necessity for use of a non-formulary
pharmaceutical agent should be pro-
vided as part of the claims processes
for non-formulary pharmaceutical
agents obtained through non-network
points of service, claims as a result of
other health insurance, or any other
situations requiring the submission of
a manual claim.

(v) Information to establish clinical
necessity for use of a non-formulary
pharmaceutical agent may be provided
with the prescription submitted to the
TMOP contractor.

(vi) Information to establish clinical
necessity for use of a non-formulary
pharmaceutical agent may also be pro-
vided at a later date, but no later than
sixty days from the dispensing date, as
an appeal to reduce the non-formulary
co-payment to the same co-payment as
a formulary drug.

(vii) The process of establishing clin-
ical necessity will not unnecessarily
delay the dispensing of a prescription.
In situations where clinical necessity
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cannot be determined in a timely man-
ner, the non-formulary pharmaceutical
agent will be dispensed at the non-for-
mulary co-payment and a refund pro-
vided to the beneficiary should clinical
necessity be established.

(viii) Peer review and appeal and
hearing procedures. All levels of peer
review, appeals, and grievances estab-
lished by the Contractor for internal
review shall be exhausted prior to for-
warding to TRICARE Management Ac-
tivity for a formal review. Procedures
comparable to those established under
§§199.15 and 199.10 of this part shall
apply. If it is determined that the pre-
scription is clinically necessary, the
pharmaceutical agent will be provided
to the beneficiary at the formulary
cost-share. TRICARE may require that
the time periods for peer review or for
appeal and hearing be expedited under
the pharmacy benefits program. For
purposes of meeting the amount in dis-
pute requirement of §199.10(a)(7), the
relevant amount is the difference be-
tween the cost shares of a formulary
versus non-formulary drug. The
amount for each of multiple prescrip-
tions involving the same drug to treat
the same medical condition and filled
within a 12-month period may be com-
bined to meet the required amount in
dispute.

(j) Use of generic drugs under the phar-
macy benefits program. (1) The designa-
tion of a drug as a generic, for the pur-
pose of applying cost-shares at the ge-
neric rate, will be determined through
the use of standard pharmaceutical ref-
erences as part of commercial best
business practices. Pharmaceutical
agents will be designated as generics
when listed with an ‘“A” rating in the
current Approved Drug Products with
Therapeutic Equivalence Evaluations
(Orange Book) published by the Food
and Drug Administration, or any suc-
cessor to such reference. Generics are
multisource products that must con-
tain the same active ingredients, are of
the same dosage form, route of admin-
istration and are identical in strength
or concentration.

(2) The pharmacy benefits program
generally requires mandatory substi-
tution of generic drugs listed with an
“A” rating in the current Approved
Drug Products with  Therapeutic
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Equivalence Evaluations (Orange
Book) published by the FDA and ge-
neric equivalents of grandfather or
Drug Efficacy Study Implementation
(DESI) category drugs for brand name
drugs. In cases in which there is a clin-
ical justification for a brand name drug
in lieu of a generic equivalent, under
the standards and procedures of para-
graph (h)(3) of this section, the generic
substitution policy is waived.

(3) When a blanket purchase agree-
ment, incentive price agreement, Gov-
ernment contract, or other cir-
cumstances results in a brand pharma-
ceutical agent being the most cost ef-
fective agent for purchase by the Gov-
ernment, the Pharmacy and Thera-
peutics Committee may also designate
that the drug be cost-shared at the ge-
neric rate.

(k) Preauthorization of certain pharma-
ceutical agents. (1) Selected pharma-
ceutical agents may be subject to prior
authorization or utilization review re-
quirements to assure medical neces-
sity, clinical appropriateness and/or
cost effectiveness.

(2) The Pharmacy and Therapeutics
Committee will assess the need to prior
authorize a given agent by considering
the relative clinical and cost effective-
ness of pharmaceutical agents within a
therapeutic class. Pharmaceutical
agents that require prior authorization
will be identified by a majority vote of
the Pharmacy and Therapeutics Com-
mittee. The Pharmacy and Thera-
peutics Committee will establish the
prior authorization criteria for the
pharamaceutical agent.

(3) Prescriptions for pharmaceutical
agents for which prior authorization
criteria are not met will not be cost-
shared under the TRICARE pharmacy
benefits program.

(4) The Director, TRICARE Manage-
ment Activity, may issue policies, pro-
cedures, instructions, guidelines,
standards or criteria to implement this
paragraph (k).

(1) TRICARE Senior Pharmacy Pro-
gram. Section 711 of the Floyd D.
Spence National Defense Authorization
Act for Fiscal Year 2001 (Public Law
106-398, 114 Stat. 1654A-175) established
the TRICARE Senior Pharmacy Pro-
gram for Medicare eligible bene-
ficiaries effective April 1, 2001. These
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beneficiaries are required to meet the
eligibility criteria as prescribed in
§199.3 of this part. The benefit under
the TRICARE Senior Pharmacy Pro-
gram applies to prescription drugs and
medicines provided on or after April 1,
2001.

(m) Effect of other health insurance.
The double coverage rules of section
199.8 of this part are applicable to serv-
ices provided under the pharmacy bene-
fits program. For this purpose, the
Medicare prescription drug benefit
under Medicare Part D, prescription
drug benefits provided under Medicare
Part D plans are double coverage plans
and such plans will be the primary
payer, to the extent described in sec-
tion 199.8 of this part. Beneficiaries
who elect to use these pharmacy bene-
fits shall provide DoD with other
health insurance information.

(n) Procedures. The Director,
TRICARE Management Activity shall
establish procedures for the effective
operation of the pharmacy benefits
program. Such procedures may include
restrictions of the quantity of pharma-
ceuticals to be included under the ben-
efit, encouragement of the use of ge-
neric drugs, implementation of quality
assurance and utilization management
activities, and other appropriate mat-
ters.

(o) Preemption of State laws. (1) Pursu-
ant to 10 U.S.C. 1103, the Department of
Defense has determined that in the ad-
ministration of 10 U.S.C. chapter 55,
preemption of State and local laws re-
lating to health insurance, prepaid
health plans, or other health care de-
livery or financing methods is nec-
essary to achieve important Federal in-
terests, including but not limited to
the assurance of uniform national
health programs for military families
and the operation of such programs at
the lowest possible cost to the Depart-
ment of Defense, that have a direct and
substantial effect on the conduct of
military affairs and national security
policy of the United States.

(2) Based on the determination set
forth in paragraph (0)(1) of this section,
any State or local law relating to
health insurance, prepaid health plans,
or other health care delivery or financ-
ing methods is preempted and does not
apply in connection with TRICARE
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pharmacy contracts. Any such law, or
regulation pursuant to such law, is
without any force or effect, and State
or local governments have no legal au-
thority to enforce them in relation to
the TRICARE pharmacy contracts.
However, the Department of Defense
may by contract establish legal obliga-
tions on the part of TRICARE contrac-
tors to conform with requirements
similar or identical to requirements of
State or local laws or regulations.

(3) The preemption of State and local
laws set forth in paragraph (o)1) of
this section includes State and local
laws imposing premium taxes on
health or dental insurance carriers or
underwriters or other plan managers,
or similar taxes on such entities. Such
laws are laws relating to health insur-
ance, prepaid health plans, or other
health care delivery or financing meth-
ods, within the meaning of the statutes
identified in paragraph (o)(1) of this
section. Preemption, however, does not
apply to taxes, fees, or other payments
on net income or profit realized by
such entities in the conduct of business
relating to DoD pharmacy services con-
tracts, if those taxes, fees or other pay-
ments are applicable to a broad range
of business activity. For purposes of as-
sessing the effect of Federal preemp-
tion of State and local taxes and fees in
connection with DoD pharmacy serv-
ices contracts, interpretations shall be
consistent with those applicable to the
Federal Employees Health Benefits
Program under 5 U.S.C. 8909(f).

(p) General fraud, abuse, and conflict of
interest requirements wunder TRICARE
pharmacy benefits program. All fraud,
abuse, and conflict of interest require-
ments for the basic CHAMPUS pro-
gram, as set forth in this part 199 (see
applicable provisions of §199.9 of this
part) are applicable to the TRICARE
pharmacy benefits program. Some
methods and procedures for imple-
menting and enforcing these require-
ments may differ from the methods and
procedures followed under the basic
CHAMPUS program.

(q) Pricing standards for retail phar-
macy program—(1) Statutory requirement.
(i) As required by 10 U.S.C. 1074g(f),
with respect to any prescription filled
on or after the date of the enactment
of the National Defense Authorization
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Act for Fiscal Year 2008, the TRICARE
retail pharmacy program shall be
treated as an element of the DoD for
purposes of the procurement of drugs
by Federal agencies under 38 U.S.C.
8126 to the extent necessary to ensure
pharmaceuticals paid for by the DoD
that are provided by pharmacies under
the program to eligible covered bene-
ficiaries under this section are subject
to the pricing standards in such section
8126.

(ii) Under paragraph (q)(1)(i) of this
section, all covered drug TRICARE re-
tail pharmacy network prescriptions
are subject to Federal Ceiling Prices
under 38 U.S.C. 8126.

(2) Manufacturer written agreement. (i)
A written agreement by a manufac-
turer to honor the pricing standards re-
quired by 10 U.S.C. 1074g(f) and referred
to in paragraph (q)(1) of this section for
pharmaceuticals provided through re-
tail network pharmacies shall with re-
spect to a particular covered drug be a
condition for:

(A) Inclusion of that drug on the uni-
form formulary under this section; and

(B) Availability of that drug through
retail network pharmacies without
preauthorization under paragraph (k)
of this section.

(ii) A covered drug not under an
agreement under paragraph (q)(2)(i) of
this section requires preauthorization
under paragraph (k) of this section to
be provided through a retail network
pharmacy under the Pharmacy Bene-
fits Program. This preauthorization re-
quirement does not apply to other
points of service under the Pharmacy
Benefits Program.

(iii) For purposes of this paragraph
()(2), a covered drug is a drug that is
a covered drug under 38 U.S.C. 8126, but
does not include:

(A) A drug that is not a covered drug
under 38 U.S.C. 8126;

(B) A drug provided under a prescrip-
tion that is not covered by 10 U.S.C.
1074g(f);

(C) A drug that is not provided
through a retail network pharmacy
under this section;

(D) A drug provided under a prescrip-
tion which the TRICARE Pharmacy
Benefits Program is the second payer
under paragraph (m) of this section;
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(E) A drug provided under a prescrip-
tion and dispensed by a pharmacy
under section 340B of the Public Health
Service Act; or

(F) Any other exception for a drug,
consistent with law, established by the
Director, TMA.

(iv) The requirement of this para-
graph (q)(2) may, upon the rec-
ommendation of the Pharmacy and
Therapeutics Committee, be waived by
the Director, TMA if necessary to en-
sure that at least one drug in the drug
class is included on the Uniform For-
mulary. Any such waiver, however,
does not waive the statutory require-
ment referred to in paragraph (q)(1)
that all covered TRICARE retail net-
work pharmacy prescriptions are sub-
ject to Federal Ceiling Prices under 38
U.S.C. 8126; it only waives the exclu-
sion from the Uniform Formulary of
drugs not covered by agreements under
this paragraph (q)(2).

(3) Refund procedures. (i) Refund pro-
cedures to ensure that pharmaceuticals
paid for by the DoD that are provided
by retail network pharmacies under
the pharmacy benefits program are
subject to the pricing standards re-
ferred to in paragraph (q)(1) of this sec-
tion shall be established. Such proce-
dures may be established as part of the
agreement referred to in paragraph
(a)(2), or in a separate agreement, or
pursuant to §199.11.

(ii) The refund procedures referred to
in paragraph (q)(3)(i) of this section
shall, to the extent practicable, incor-
porate common industry practices for
implementing pricing agreements be-
tween manufacturers and large phar-
macy benefit plan sponsors. Such pro-
cedures shall provide the manufacturer
at least 70 days from the date of the
submission of the TRICARE pharma-
ceutical utilization data needed to cal-
culate the refund before the refund
payment is due. The basis of the refund
will be the difference between the aver-
age non-federal price of the drug sold
by the manufacturer to wholesalers, as
represented by the most recent annual
non-Federal average manufacturing
prices (non-FAMP) (reported to the De-
partment of Veterans Affairs (VA)) and
the corresponding FCP or, in the dis-
cretion of the manufacturer, the dif-
ference between the FCP and direct
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commercial contract sales prices spe-
cifically attributable to the reported
TRICARE paid pharmaceuticals, deter-
mined for each applicable NDC listing.
The current annual FCP and the an-
nual non-FAMP from which it was de-
rived will be applicable to all prescrip-
tions filled during the calendar year.

(iii) A refund due under this para-
graph (q) is subject to §199.11 of this
part and will be treated as an erro-
neous payment under that section.

(A) A manufacturer may under sec-
tion 199.11 of this part request waiver
or compromise of a refund amount due
under 10 U.S.C. 1074g(f) and this para-
graph (q).

(B) During the pendency of any re-
quest for waiver or compromise under
paragraph (q)(3)(iii)(A) of this section,
a manufacturer’s written agreement
under paragraph (q)(2) shall be deemed
to exclude the matter that is the sub-
ject of the request for waiver or com-
promise. In such cases the agreement,
if otherwise sufficient for the purpose
of the condition referred to in para-
graph (q)(2), will continue to be suffi-
cient for that purpose. Further, during
the pendency of any such request, the
matter that is the subject of the re-
quest shall not be considered a failure
of a manufacturer to honor a require-
ment or an agreement for purposes of
paragraph (q)(4).

(C) In addition to the criteria estab-
lished in §199.11, a request for waiver
may also be premised on the voluntary
removal by the manufacturer in writ-
ing of a drug from coverage in the
TRICARE Pharmacy Benefit Program.

(iv) In the case of disputes by the
manufacturer of the accuracy of TMA’s
utilization data, a refund obligation as
to the amount in dispute will be de-
ferred pending good faith efforts to re-
solve the dispute in accordance with
procedures established by the Director,
TMA. If the dispute is not resolved
within 60 days, the Director, TMA will
issue an initial administrative decision
and provide the manufacturer with op-
portunity to request reconsideration or
appeal consistent with procedures
under section 199.10 of this part. When
the dispute is ultimately resolved, any
refund owed relating to the amount in
dispute will be subject to an interest
charge from the date payment of the
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amount was initially due, consistent
with section 199.11 of this part.

(4) Remedies. In the case of the failure
of a manufacturer of a covered drug to
honor a requirement of this paragraph
(q) or to honor an agreement under this
paragraph (q), the Director, TMA, in
addition to other actions referred to in
this paragraph (q), may take any other
action authorized by law.

(5) Beneficiary transition provisions. In
cases in which a pharmaceutical is re-
moved from the uniform formulary or
designated for preauthorization under
paragraph (q)(2) of this section, the Di-
rector, TMA may for transitional time
periods determined appropriate by the
Director or for particular cir-
cumstances authorize the continued
availability of the pharmaceutical in
the retail pharmacy network or in
MTF pharmacies for some or all bene-
ficiaries as if the pharmaceutical were
still on the uniform formulary.

(r) Refills of maintenance medications
for TRICARE for Life ©beneficiaries
through the mail order pharmacy pro-
gram— (1) In general. Consistent with
section 716 of the National Defense Au-
thorization Act for Fiscal Year 2013,
this paragraph requires that for cov-
ered maintenance medications,
TRICARE for Life beneficiaries are
generally required to obtain their pre-
scription through the national mail-
order pharmacy program or through
military treatment facility phar-
macies. For purposes of this paragraph,
TRICARE for Life beneficiaries are
those enrolled in the Medicare wrap-
around coverage option of the
TRICARE program made available to
the beneficiary under section 1086(d) of
title 10, United States Code.

(2) Medications covered. The Director,
TMA will establish, maintain, and peri-
odically revise and update a list of cov-
ered maintenance medications subject
to the requirement of paragraph (r)(1)
of this section. The current list will be
accessible through the TRICARE Phar-
macy Program Internet Web site and
by telephone through the TRICARE
Pharmacy Program Service Center.
Each medication included on the list
will meet the following requirements:

(i) It will be a medication prescribed
for a chronic, long-term condition that
is taken on a regular, recurring basis.

32 CFR Ch. I (7-1-15 Edition)

(ii) It will be clinically appropriate
to dispense the medication from the
mail order pharmacy.

(iii) It will be cost effective to dis-
pense the medication from the mail
order pharmacy.

(iv) It will be available for an initial
filling of a 30-day or less supply
through retail pharmacies.

(v) It will be generally available at
military treatment facility pharmacies
for initial fill and refills.

(vi) It will be available for refill
through the national mail-order phar-
macy program.

(3) Refills covered. For purposes of the
program under paragraph (r)(1), a refill
is:

(i) A subsequent filling of an original
prescription under the same prescrip-
tion number or other authorization as
the original prescription; or

(ii) A new original prescription issued
at or near the end date of an earlier
prescription for the same medication
for the same patient.

(4) Waiver of requirement. A waiver of
the general requirement to obtain
maintenance medication prescription
refills from the mail order pharmacy or
military treatment facility pharmacy
will be granted in the following cir-
cumstances:

(i) There is a blanket waiver for pre-
scription medications that are for
acute care needs.

(ii) There is a blanket waiver for pre-
scriptions covered by other health in-
surance.

(iii) There is a case-by-case waiver to
permit prescription maintenance medi-
cation refills at a retail pharmacy
when necessary due to personal need or
hardship, emergency, or other special
circumstance. This waiver is obtained
through an administrative override re-
quest to the TRICARE pharmacy bene-
fits manager under procedures estab-
lished by the Director, TMA.

(6) Procedures. Under the program es-
tablished by paragraph (r)(1) of this
section, the Director, TMA will estab-
lish procedures for the effective oper-
ation of the program. Among these pro-
cedures are the following:

(i) The Department will implement
the program by utilizing best commer-
cial practices to the extent practicable.
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(ii) An effective communication plan
that includes efforts to educate bene-
ficiaries in order to optimize participa-
tion and satisfaction will be imple-
mented.

(iii) Beneficiaries with active retail
prescriptions for a medication on the
maintenance medication list will be
notified that their medication is cov-
ered under the program. Beneficiaries
will be advised that they may receive
up to two 30 day fills at retail while
they transition their prescription to
the mail order program. The bene-
ficiary will be contacted after each of
these two fills reminding the bene-
ficiary that the prescription must be
transferred to mail.

(iv) Requests for a third fill at retail
will be blocked and the beneficiary ad-
vised to call the pharmacy benefits
manager (PBM) for assistance.

(v) The PBM will provide a toll free
number to assist beneficiaries in trans-
ferring their prescriptions from retail
to the mail order program. With the
beneficiary’s permission, the PBM will
contact the physician or other health
care provider who prescribed the medi-
cation to assist in transferring the pre-
scription to the mail order program.

(vi) In any case in which a bene-
ficiary required under paragraph (r) of
this section to obtain a maintenance
medication prescription refill from na-
tional mail order pharmacy program
and attempts instead to refill such
medications at a retail pharmacy, the
PBM will also maintain the toll free
number to assist the beneficiary. This
assistance may include information on
how to request a waiver, consistent
with paragraph (r)(4)(iii) of this sec-
tion, or in taking any other appro-
priate action to meet the beneficiary’s
needs and to implement the program.

(vii) The PBM will ensure that a
pharmacist is available at all times
through the toll-free telephone number
to answer beneficiary questions or pro-
vide other appropriate assistance.

(6) Nonparticipation through opt-out
from program. Any beneficiary who has
been covered by the program under
paragraph (r)(1) of this section for a pe-
riod of at least one year may opt out of
continuing to participate in the pro-
gram.
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(i) For this purpose, the starting date
for this one-year period is the first date
after the effective date of paragraph
(r)(1) of this section on which the bene-
ficiary had a maintenance medication
prescription filled through the mail
order pharmacy program.

(ii) The beneficiary may exercise his
or her right to opt out of the program
by contacting the PBM.

(iii) Following an opt out, the bene-
ficiary may obtain prescriptions from a
retail pharmacy, subject to limitations
under the TRICARE Pharmacy Bene-
fits Program other than those under
paragraph (r) of this section. These
beneficiaries may also, if they wish, ob-
tain refills from military treatment fa-
cility pharmacies and the mail order
pharmacy program.

(7T) Ezxpiration of program. The pro-
gram and requirements established
under paragraph (r)(1) of this section
will expire December 31, 2017, unless
Congress enacts a statutory extension
of the program. If this happens, the
program will automatically continue,
with any adjustments or modifications
required by law.

[69 FR 17048, Apr. 1, 2004, as amended at 74
FR 11292, Mar. 17, 2009; 74 FR 55776, Oct. 29,
2009; 74 FR 65438, Dec. 10, 2009; 75 FR 63397,
Oct. 15, 2010; 76 FR 41065, July 13, 2011; 78 FR
13241, Feb. 27, 2013; 78 FR 75247, Dec. 11, 2013]

EDITORIAL NOTE: At 76 FR 41065, July 13,
2011, §199.21 was amended by adding para-
graphs (h)(4) and (i)(2)(ii)(D); however, the
amendment could not be incorporated be-
cause both paragraphs already existed.

§199.22 TRICARE Retiree Dental Pro-
gram (TRDP).

(a) Purpose. The TRDP is a premium
based indemnity dental insurance cov-
erage program that will be available to
retired members of the TUniformed
Services, their dependents, and certain
other beneficiaries, as specified in
paragraph (d) of this section. The
TRDP is authorized by 10 U.S.C. 1076c.

(b) General provisions. (1) At a min-
imum, benefits are the diagnostic serv-
ices, preventive services, basic restora-
tive services (including endodontics),
oral surgery services, and emergency
services specified in paragraph (f)(1) of
this section. Additional services com-
parable to those contained in para-
graph (e)(2) of §199.13 may be covered
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